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INTRODUCTION

We invite you to take part in a research study at the National Institutes of Health (NIH).

First, we want you to know that:


Taking part in NIH research is entirely voluntary.


You may choose not to take part, or you may withdraw from the study at any time.  In either case, you will not lose any benefits to which you are otherwise entitled.  However, to receive care at the NIH, you must be taking part in a study or be under evaluation for study participation. 


You may receive no benefit from taking part.  The research may give us knowledge that may help people in the future.

Second, some people have personal, religious or ethical beliefs that may limit the kinds of medical or research treatments they would want to receive (such as blood transfusions).  If you have such beliefs, please discuss them with your NIH doctors or research team before you agree to the study.

Now we will describe this research study.  Before you decide to take part, please take as much time as you need to ask any questions and discuss this study with anyone at NIH, or with family, friends or your personal physician or other health professional.

WHY IS THIS STUDY BEING DONE?

Guidelines:
· Explain why/how the subject/patient was selected for the study and the purpose of the study.

Suggested text:

You are being asked to participate in this study because [describe reason for eligibility, e.g., you have a particular disease, because a particular disease runs in your family, etc.].

The purpose of this study is to  ____________________

WHAT IS INVOLVED IN THE STUDY?

General Guidelines:
· Describe the procedures chronologically.  Distinguish which procedures are experimental and which are standard clinical treatments.  

· Define and explain medical terms in ordinary language (e.g., describe the amount of blood to be drawn by using household measures such as teaspoons and tablespoons).

· Briefly explain the study design; describe the examinations and tests in which the subject will participate.  Explain how treatment groups will be assigned, how long each procedure will take, how long participation in the entire study will take, where the study’s procedures will take place, etc.

· For research involving randomization of subjects into different arms (randomized studies), list the study groups and describe the procedures for each.  Describe how randomization will take place (e.g., “Being put into one group or another at random means that you are put into a group by chance.  It is like flipping a coin. . . .”).  

· For research involving the use of placebo, clearly define “placebo” and “double-blind.”  (e.g., “In this study, we will be comparing an ‘active’ medicine with a ‘fake’ medicine (sugar pill). Neither you nor the researcher will know which of these you will be taking.”)
· If the study involves a survey, describe the type of information to be collected; specify if the questions are personal or sensitive in nature (e.g., dealing with psychological or emotional experiences, sexual habits, marital and/or family situations, alcohol or illegal drug use, etc.).
· If the study involves collection and analysis of data or biological materials, explain what disease categories will be studied.
· Indicate how long data/biological materials will be stored and whether cell lines will be created.
Suggested text:

· We will collect [amount] of blood with a needle and will do genetic studies about [disease]  . . .
· We will ask you to fill out a questionnaire about your family’s health.

Guidelines about providing research results to participants:

· If research participants will not be provided with study results, the second paragraph below IS REQUIRED.  The first paragraph should be modified so that it fits the specific protocol, and the second paragraph should be included exactly as written (at the end of this section):
We do not plan to provide you with the results of any medical tests or evaluations or other information pertaining to you, or other research data or results because [the results will be preliminary/will require further analysis]  [the results may reveal unwanted information about family relationships]  [further research may be necessary before these results are meaningful].  [If meaningful information is developed from this study that may be important for your health, you will be informed when it becomes available.]

By agreeing to participate in this study, you do not waive any rights that you may have regarding access to and disclosure of your records.  For further information on those rights, please contact Dr. __________ (PI).




OR

· Indicate what (and under what circumstances, if applicable) results will be provided to research participants.
Suggested text:

If the information learned in this study may be important to you or your family’s health, we may contact you [to discuss this information with you/to see if you would like to participate in a further study in which you will have the option of learning the results.]       
Guidelines for studies involving the future use of data /biological materials:
· Discuss the whichever of the following scenarios are relevant to your study design: 

· which disease(s) will be studied in the future.  (Note whether future research will be limited to the disease being studied in the current experiment or whether it might include other diseases as well.)

· if the subject will be contacted for additional consent or if it is possible to “opt out” of future research with data /biological materials

· whether information will be provided back to subjects

Suggested text for studies involving the future use of data /biological materials:
We will store your blood [for x number of years/indefinitely].  

(a) Indicate the disease groups that will be studied with data/biological materials:

It will be used by us for future studies about [disease/ condition] only.”

OR

It will be used by us for future research to learn more about [disease/condition] and other diseases.

 (b) if you plan to re-contact the participants for additional consent:

If we decide that we would like to do research on [different diseases] using your data /biological materials, we will contact you to ask for your permission. 

(c) indicate whether future information will be provided back to subjects:

If future research on your [data/biological materials] provides important information related to your health, we will try to contact you.  If you wish to be contacted, you must let [PI/study contact] know about changes in your address or phone number.





OR

Reports from future research done with your [data/biological materials] will not be given to you or your doctor.

WHAT ARE THE RISKS OF THE STUDY?

Guidelines:

· List each intervention as a subheading and then describe any reasonable foreseeable risks, discomforts and inconveniences, and tell how these will be managed.

· Include relevant psychological, social, legal, and economic risks, e.g., family and/or community risks, problems getting health insurance, or the challenge of handling uninterpretable/ambiguous genetic test results concerning disease risk.

· Indicate if unforeseen risks are possible (e.g., “Other unforeseen or unknown problems may occur.  You will be monitored closely for any problems.”).
· Indicate if no known risks (e.g., “There are no known risks associated with this research.”).
Suggested text:

Possible risks and discomforts you could experience during this study include:

Blood collection

· There may be some physical discomfort when we collect your blood with a needle.

· There is a small chance that you will develop a bruise, feel lightheaded, faint, or develop an infection at the needle site.

Suggested text for psychosocial risks:
Some people are concerned that research about genetic causes of illness may give information that is not only about themselves, but also about their relatives and other groups of people who are like them.  [Describe relevant implications for the particular study.]

Issues of adoption and parentage (biological fatherhood or motherhood) may be discovered in the course of this study.  It is our policy not to discuss such information with you unless it has direct medical implications for you or your family.

Some people are concerned that information about them from their medical records could be released.  Possible problems include insurance or employment discrimination.  Measures to protect your information are described below.  These problems may also occur if you disclose information yourself or agree to have your research records released.

ARE THERE BENEFITS TO TAKING PART IN THE STUDY?

Guidelines:

· State potential direct benefits of participation for the subject and/or collateral benefit to participants (medical or genetic counseling care).

· Do not overstate benefits; be realistic. 

· If a subject will not benefit from participation, clearly state so. (e.g., “You should not expect your condition to improve as a result of participating in this research.”)
· State possible general benefit for science or for other subjects with similar diseases or for the population at large, if applicable.

· Do NOT list financial compensation as a benefit in this section.

Sample text:

· There is no direct benefit to you from participating in this research study

· There is no direct benefit to you from participating in this research study, however, we hope to learn  more about [disease name] or[ your or your family member’s illness].

WHAT ARE MY OTHER OPTIONS?

Guidelines:

· Explain realistic alternatives to participation.  Specifically, state the treatment that would be recommended, offered, or available to subjects if they decline to participate.

Suggested text:

Instead of being in this study, you have these options:

Suggested text if no other alternatives:  

You do not have to participate in this study if you do not want to.

WHAT IF I CHANGE MY MIND?

Guidelines:

· Explain that the subject may withdraw from the study at any time, and specify what will happen to their data. 
Suggested text:

You may stop participating in this study at any time.  If you choose, you may request to have your [data/biological materials/interview transcript] destroyed.

WHO ELSE WILL KNOW THAT I AM IN THIS STUDY?

Guidelines:
· Specify who (e.g., members of the research team and specified others) will have access to the data/biological materials. (Note: Some additional information about confidentiality is included within the standardized language on the last page of this template as required by the NIH Clinical Center.  It is not necessary to repeat any of this language in the body of the consent form.)

· Include a brief description of how personal information, research data, and biological materials will be coded, stored, etc. to prevent access by unauthorized personnel.

· If applicable, state if and when (1) links to the codes for personal identifiers, and/or (2) actual data/biological materials will be destroyed.

· If a pedigree of the participant’s family might be published, indicate what measures will be used to protect the identity of the family.
· For studies involving the storage/future use of data /biological materials, explain:
· Whether data/biological materials will be linked (coded) or unlinked.
· Whether data/biological materials will be shared with other researchers.

Suggested text
· Data from this study will be identified with a code number instead of your name.  The key for this code will be stored in a locked file cabinet.

· If applicable: We may publish a chart that shows your family tree and who is affected with the condition, but we will not use your family’s name.  If you have a unique family, others may still be able to recognize the family tree.

· If applicable: If we determine that it would be helpful to enroll other family members in this study, we will contact them only with your assistance and permission.

Suggested text for sharing data /biological materials with other researchers:

[Data/biological materials] that we collect from you may be shared with other researchers in the future, linked together with other information such as your age, gender, and ethnicity.  We will share such information, but we will not give other researchers your name, address, or phone number. There will be a code to link your [data/biological materials] with your name and other personal information.
OR

[Data/biological materials] that we collect from you may be shared with other researchers in the future, but only after your name and all identifying information have been removed. 

WILL I RECEIVE PAYMENT FOR BEING IN THIS STUDY?

Guidelines:

· Describe any payments that will be made to research participants. 

· Specify what is being paid for, and when and in what manner the research participant will be paid.  Clearly state the total amount that the participant will be paid.  

· Include information regarding how amounts are pro-rated if a participant does not complete the study.

· If anticipated payment will be $600 or greater to an individual in a year, include a statement that the total annual dollar amount will be reported to the IRS.

· Include a statement about potential commercial uses of biological materials collected.

Suggested text:

You [will/will not] receive payment for taking part in this study.  [If participants will be paid, describe amount of payments and when payments will occur.  Be specific.  e.g., This study requires 4 clinic visits, each lasting 2 hours.  You will be paid $30 per visit.  The total payment for completing the study will be $120.]

Suggested text for studies involving the collection and future use of biological materials:
Your [biological materials] will be used only for research and will not be sold or used directly for the production of commercial products.  The research done with your [biological materials] may help to develop new products in the future.

OR
It is possible that research using your [biological materials] may enable researchers to develop medical tests or treatments that have commercial value.  You will not receive any money that may result from such commercial tests or treatments.

CONFLICTS OF INTEREST
[Provide information on all real or apparent conflicts of interest of any study investigator or personnel.]
Minimum recommended language:

The National Institutes of Health reviews NIH staff researchers at least yearly for conflicts of interest.  The  following link contains details on this process: http://ethics.od.nih.gov/forms/Protocol-Review-Guide.pdf.  You may ask your research team for additional information or a copy of the Protocol Review Guide.

OTHER PERTINENT INFORMATION

1.
Confidentiality.  When results of an NIH research study are reported in medical journals or at scientific meetings, the people who take part are not named and identified.  In most cases, the NIH will not release any information about your research involvement without your written permission.  However, if you sign a release of information form, for example, for an insurance company, the NIH will give the insurance company information from your medical record.  This information might affect (either favorably or unfavorably) the willingness of the insurance company to sell you insurance.

The Federal Privacy Act protects the confidentiality of your NIH medical records.  However, you should know that the Act allows release of some information from your medical record without your permission, for example, if it is required by the Food and Drug Administration (FDA), members of Congress, law enforcement officials, or other authorized people.

2.
Policy Regarding Research-Related Injuries.  The Clinical Center will provide short-term medical care for any injury resulting from your participation in research here.  In general, no long-term medical care or financial compensation for research-related injuries will be provided by the National Institutes of Health, the Clinical Center, or the Federal Government.  However, you have the right to pursue legal remedy if you believe that your injury justifies such action.

3.
Payments.  The amount of payment to research volunteers is guided by the National Institutes of Health policies.  In general, patients are not paid for taking part in research studies at the National Institutes of Health.

4.
Problems or Questions.  If you have any problems or questions about this study, or about your rights as a research participant, or about any research-related injury, contact the Principal Investigator,         , M.D., Building 10, Room      , Telephone:            .  
You may also call the Clinical Center Patient Representative at (301) 496-2626.
5.
Consent Document.  Please keep a copy of this document in case you want to read it again.

	COMPLETE APPROPRIATE ITEM(S) BELOW:
	

	A.
Adult Patient’s Consent
	B.
Parent’s Permission for Minor Patient.

	I have read the explanation about this study and have been given the opportunity to discuss it and to ask questions.  I hereby consent to take part in this study.
	I have read the explanation about this study and have been given the opportunity to discuss it and to ask questions.  I hereby give permission for my child to take part in this study.  

(Attach NIH 2514-2, Minor’s Assent, if applicable.)

	



	




	Signature of Adult Patient/Legal Representative
Date
	Signature of Parent(s)/Guardian
Date

	
	

	C.
Child’s Verbal Assent (If Applicable)
The information in the above consent was described to my child and my child agrees to participate in the study.
	

	



	

	Signature of Parent(s)/Guardian
Date
	

	
	

	THIS CONSENT DOCUMENT HAS BEEN APPROVED FOR USE 
FROM XXXX XX, 2007 THROUGH XXXX XX, 2008.


	

	



	




	Signature of Investigator
Date
	Signature of Witness
Date


PATIENT IDENTIFICATION
CONSENT TO PARTICIPATE IN A CLINICAL


RESEARCH STUDY

•   Adult Patient or    •   Parent, for Minor Patient


NIH-2514-1 (4-97)


P.A.: 09-25-0099


File in Section 4:  Protocol Consent (1)
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